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REMARKS 

Claims 1, 2, 5, 6, 8 through 10, 12, 13 and 15 through 20 have been rejected by the 
Examiner Claims 1, 2, 5, 6 and 8 through 10 and 17 are canceled by way of the 
amendment herein above. Claim 12 has been amended to limit the claimed invention to a 
molded dosage form. Claim 18 has been amended to correct dependency. Claims 12, 13, 
15, 16, 18 through 20 are pending. 

Rejections under 35 U.S.C. §103 ; 

Claims 12, 13, 15, 16, 1S-20 remain rejected under 35 U.S.C. §1 03(a) as being 
unpatentable over Berneis et at. U.S. Patent No. 5,478,569 in view of Stroh et al. U.S. 
Patent No. 6,020,003. Applicants respectfully traverse this rejection for the following 
reasons. 

In addition to Applicants' arguments already of record in this application against the 
Examiner's application of the above references, Applicants further remark as follows. 

The Examiner argues that :1) the claimed invention is a product/composition and 
route of administration that does not patentably distinguish over the prior art; 2) product-by- 
process claims are not limited to the manipulations of the steps - only the structure implied 
by the steps. 

The Examiner has apparently ignored those very limitations in Applicants 1 claims 
that the Examiner alleges are absent from the claims in attempting to support the rejection. 
The Examiner's attention is invited to Applicants' claim 12, which includes the structural 
feature: "...said dosage form having a network of active ingredient and non-gelling fish 
gelatin prepared by the process of subliming solvent from an admixture in the solid state in 
which the admixture comprises the active ingredient, the carrier and a solvent.' 7 (emphasis 
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added) Applicants' claims, therefore, clearly recite the structure formed by the recited 
process that distinguish the claimed invention from the prior art applied by the Examiner. 
Again, the resulting fast-dispersing dosage form and its advantageous properties are 
imparted to the dosage form in part by the recited process. The solvent sublimation 
network is directly related to the rapid disintegration properties of the product The claimed 
invention contains a composition structural feature that is formed by the solvent sublimation 
process employed on the recited ingredients. 

The Examiner argues that the combination of references is proper because Stroh 
discloses a powder-form vitamiri composition containing non-hydrolyzed gelatin. The 
Examiner apparently reads the claimed invention to encompass a granulated, powdered 
dosage form. Applicants have amended the claims to limit the claimed dosage form to a 
"molded" one. Support for this limitation can be found on page 7 of the specification. 
Applicants' claimed invention noW precludes granulated, powdered dosage forms such as 
those described in Stroh. 

ThuSi Berneis is directed to a powdered product and Stroh is directed to a spray- 
dried powdered product. The combination of teachings fail to fairly teach or suggest the 
claimed molded dosage form. Nor would one of ordinary skill in the art, viewing Bemeis 
and Stroh, have been motivated to arrive at Applicants' claimed invention. An improper 
level of hindsight would necessarily be needed to jump a gap from two powder references 
into Applicants' claimed dosage'form. Further absent from these references, individually 
and in combination, is the preparation of the dosage form that contains a network structure 
formed from solvent sublimation including the claimed ingredients. 

The Examiner has thus failed to present teachings that can adequately support a 
rejection on obviousness grounds. Applicants' dependent claims and the limitations set 
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forth therein, likewise include the features of the corresponding independent claim. The 
Examiner's arguments directed toward the dependent claims likewise fail to support a 
rejection on obviousness grounds as the arguments fail to address the limitations and 
features shared with the independent claim as discussed above. 

Given the above, the claimed invention is not unpatentable over the combination of 
Berneis and Stroh references wibin the proper meaning of 35 U.S.C. §103. This rejection 
shoutd, therefore, be withdrawn. 

Claims 1, 2, 5, 6, 8-10, 12, 13 and 15-20 remain rejected under 35 U.S.C. §103(a) 
as being unpatentable over Stroh et al. U.S. Patent No, 6,020,003. Applicants respectfully 
traverse this rejection for the follbwing reasons. 

In addition to Applicants' arguments already of record in this application against the 
Examiner's application of the above reference, Applicants further remark as follows. 

The shortcomings of theStroh reference as discussed herein above are likewise 
applicable here and repeated herein. Applicants have amended the claims to limit the 
claimed dosage form to a "molded" one. Support for this limitation can be found on page 7 
of the specification. Applicants' claimed invention now precludes granulated, powdered 
dosage forms such as those described in Stroh. 

Stroh is directed to a spray-dried powdered product. The reference fails to fairly 
teach or suggest the claimed molded dosage form. Nor would one of ordinary skill in the 
art, viewing Stroh, have been motivated to arrive at Applicants' claimed invention. An 
improper level of hindsight woutd necessarily be needed to jump a gap from two powder 
references into Applicants' claimed dosage form. Further absent from Stroh is the 
preparation of the dosage form that contains a network structure formed from solvent 
sublimation including the claimed ingredients. 
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The Examiner has thus failed to present teachings that can adequately support a 
rejection on obviousness grounds. Applicants' dependent claims and the limitations set 
forth therein, likewise include th6 features of the corresponding independent claim. The 
Examiner's arguments.directed toward the dependent claims likewise fail to support a 
rejection on obviousness grounds as the arguments fail to address the limitations and 
features shared with the independent claim as discussed above. 

Given the above, the claimed invention is not unpatentable over the Stroh reference 
within the proper meaning of 35 U.S.C. §103. This rejection should, therefore, be 
withdrawn. 
Conclusion : 

In light of the above amendments and the accompanying remarks, it is believed that 
the application is now in condition for allowance, and prompt notification to that effect is 
earnestly solicited. The Examirier is invited to contact the undersigned to discuss the 
application on the merits if it is believed that such discussion would expedite the 
prosecution. 

Dated: 



Respectfully submitted, 




Andrew GfRoz 
Attorney for Applicants 
Cardinal Health, Inc. 
7000 Cardinal Place 
Dublin, Ohio 43017 
Tel. (614) 757-7413 
Fax (614) 757-2243 
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